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SENATOR ERDNAN: Okay, and in the process...
SENATOR SCHINEK: Or the Parkinson®s or whatever.

SENATOR ERDNAN: And in the process of doing that, as | read the
amendment it says, ""the registry shall coordinate its
activities...," because it would make sense to me, and this is
reading this as a layman and common sense, that if 1°m going to
seek to get a?proval from somebody. 1°m going to coordinate with
the individual who wants that information to make sure that 1™m
providing the accurate information to the patient so that they
can make the best decision possible.

SENATOR SCHINEK: Yes.

SENATOR ERDNAN: Okay. So what I read this as saying is that if
you"re going to be on this registry, you can"t contact them
unless you do X, Y, and Z. And X, Y, and Z is the last
sentence, which says, the way that we accomplish approval is by
the registry coordinating this activities with the researcher or
"the person desiring such contact” might even be a researcher,
""and may authorize the person'...and that"s where 1 read into
this or that’s why 1 think this says that in the process to
obtain what starts on line 7 and ends on line 12, or line 13, to
accomplish that I think you®ve got to do 13, 14, 15, and 16, and
that says, here"s the information to contact them, but we"re
going to coordinate with you because there might be a new plan
out there. There might be a new research project that"s never
been thought of, and to gain someone®s yes on this one as
opposed to their no on it before, they"re going to have to
coordinate to call and ask them again. And what 1 see this
saying is that you can call as a researcher iIf you"re authorized
by the registry to make that initial contact. That"s how 1 read
it and that"s why 1 think there®s not an "or'"" in there in my
mind. This 1is just the guidelines of how to do it. The "or"
comes and it"s not an or, it"s an "and.” It says the registry
shall coordinate it"s activities, and then to me this "and may
authorize” says or they might coordinate and allow them to make
the direct contact. Do you see where that comes from? If
Senator Schimek would yield.
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